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WRET 3f|T lrfp9R tbPRTUT RiflWR 

(■mrwftivm) 

3tftRJxRT 

ftccil, 6 R$, 1999 

RT. tfil. t*T. 318 ( 31 ).— 3^7 RRTRR HIHiil PlHH, 1945 RiT 3 ftr RJTlRR '*<■) % Rl^ RiRihR f^TRRt RTF Rsno 3 HRR, 
RTRTTC, 3 fafa RRi%pt UtII?RIR $ Wftf % 3 ^ 3 ^k 5 FRTOR RlRlft 3 lWrRR, 1940 (1940 RR 23 ) R^ RRI 

12 3 % 33 ski yqn ajiRwr) WI 'STRpI =hti) 'JR RRff Rvt RRURRT RR?ft If, RRR Rt) 3 Rp 8 !;[fH? RRt wifekfR)* R>t fRR^i RR^ 

RRlfRR Rft RRTRR 1 If, RITRRJTft % Rm, RRilfRR f^TRT RTRT % 3 frl RJ JJRRT Rt ' j 1 kR $ fRl RRR Pi 4 Hi RT, dy fllfliSl RT, P’Krl'Pl 

3 R R-ft RfM, p 4 H*) RTT 3 TPTTJRRrRRilf^TRRitRT^t 'RRRTRltRRRW RRJ"RKft ^ ^PllfclR ft -1 R>t 31 Rftl% PtiHl 

Rny.4i i 

RT^R jfa: Rf^R, RUTTER 3?iT RffRIT RiRRTR RRIcTR, RIRT RTRRT, PfrW RRR, M f%T#-110011 Rl) ^ RR R%it I 

RRR Pihh 7 R?t RIRTT, JR y^K RiPiPi o e STRftl % R|ck Ph^fl ^rfRR WR Pti^T 3R§pTl R[ TJJITRt RT RTRiTT SKI f®TRR 
f%RT RmRIT I 

UIWM Pum 

1 . ( 1 ) JR f^TRRf RiT TfffiRT RTR sflRflr dflT RRTRR ■HlUtfl (RJTtRR) PfRR, 1999 1 1 

( 2 ) ^ RRRR "if JR% 3tPiR RRiTRR Rit ai(l<si R?t $P'I I 

2 . 3 ?|Rfa #( RRTRR RTRlft iRRR, 1945 3 fRTR 121 % R 4 IR RT fRR#lfeR fRRR RST RURH, : — 

11 121. RRRIRRR f^RT^RT Rif % Riy, M«s( :—Si^PoRTf) Slil RT 3 I^|mR RlftlRnft SKI TRRit 3lfl ^ H«SI Pf-R 
^ 31^^ J1R R1^ Rl^Rlt 1^ R() RRT ■£? 3RTR1RRR fRRigRI R^t -gf^t 

^ ffTJ RR5 ^RR % •1=0 *kih <rit c h< u i % 31^RR 6) J f) l” 


1341 GI/99 


(1) 


[R. X- 11014 / 9 / 98 -^h?^R sfk M^TiR] 
41hR> ‘JKii, RJRR Rf^R 
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RT^fetqTJT : HI. HIT. ft. iffll HHT 28-10/45 RH(l) ftftF 21-12-1945 SET ftiR ft? if ^r£f HftlR HR 

ftHTHI 28-10-98 HI. m ft. TO 647 (3T) % £RT HH^FT ftlHT THT HT 11-5-1997 IFF HHT HTltftET 3faw ^ HHER 
HTHlft ftHH, 1945, HIRSH Rfon* HRH1H ftil l F TH ( HfTHH faHFT) % aftw HHEFT HTOft 3#qftHH, 1940 
(Rt.^t.Rt.TH,m'-61) HTFt WHft 3 Haft'S f I 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 6th May, 1999 

G.S.R. 318(E).— The following draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, which 
the Central Government propose to make, after consultation with the Drugs Technical Advisory Board, in exercise of the 
powers conferred by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published as required by 
the said sections for the information of all persons likely to be affected thereby and notice is hereby given that the said draft 
rules will be taken into consideration after the expiry of a period of forty-five days from the date on which the copies of the 
Official Gazette in which this notification is published, are made available to the public. 

Objections or suggestions may be addressed to the Secretary, Ministry of Health and Family Welfare, Government of 
India, Nirman Bhawan, New Delhi-110011. 

Any objections or suggestions which may be received from any person with respect to the said rules before the expiry 
of the period so specified will be taken into consideration by the Central Government. 

DRAFT RULES 

1. (1) These rules may be called the Drugs and Cosmetics (Amendment) Rules, 1999. 

(2) -They shall come into force on the date of their final publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, for rule 121, the following rule shall be substituted, namely :— 

“ 121. Test for freedom from abnormal toxicity. —The test for freedom from abnormal toxicity shall be as per the 
current edition of Indian Pharmacopoeia in the case of each batch of the serum tested by the licensee or by some institution 
approved by the licensing authority for the purpose of carrying out the test on his behalf.” 

[No. X-l I014/9/98-DMS & PFA] 
DEEPAK GUPTA, Jt. Secy. 

Foot Note : Principal Rules were published vide No. F-28-10/45-H(l) dated 21-12-1945 and last amended vide No. GSR. 647(E) 
dated 28-10-98. The Drugs and Cosmetics Rules, 1945 as amended upto 1-5-1979 is contained in the publication of 
the Ministry of Health and Family Welfare (Department of Health) containing the Drugs and Cosmetics Act, 1940 
(PDGHS-61). 
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